MAY. 22. 2006 2:21Pri 



HPRNESS DICKEY 248 641 0270 



NO. 659 P. 10 



AMENDMENTS TO THE CLAIMS 

The following listmg of claims will replace all prior versions and listings of claims 
in the application. 

Listing Op Cuvims 
1.-33. (cancelled) 

34. (currently amended) A purified and isolated peptide, pE2, insisting of an 
amino acid sequence Identified by SEQ ID NO: 2, OLhomodimers or derivat t voe thereof l^iaviBg 
e xtensions, - substitut i on&H R^ o < ^lQno and/or - d e [ e tion B of th e amino acid coquoncoD dof l nod by 
SEQ ID NO;3 provided that thoy prooorvo Immunoch e m i cal roaotlvlty to HEV ant i bodioo Q0 - p E 8 
homodimorc . 

35. (previously presented) A recombinant fusion protein comprising a 
heterologous amino acid sequence fused to the peptide pE2 as defined In Claim 34. 

36. (previously presented) A recombinant fusion protein according to 
Claim 35. characterized In that the heterologous amino add sequence codes for 
glutathiones-transferase. 

37. (prevfously presented) A method of generating the pE2 peptide, as 
defined in Claim 34, either by chemical synthesis or recombinant DNA expression. 

38. (withdrawn) A purified and isolated nucleic acid molecule, E2 
encoding peptide pE2 as defined in claim 34. which consists of a DNA sequence 
identified by SEQ ID NO: 1 , or degenerate sequence or fragment thereof. 

39. (withdrawn) A purified and isolated nucfeic acid molecule accordfng to 
claim 38, which consists of a DNA sequence which encodes the pE2 peptide, as 
defined in Claim' 34. 
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40. (withdrawn) A vector containing the nucleic acid molecuie according to 
Claim 38, characterized in that the vector Is capable of expressing the nucleic acid 
molecule upon Introduction into an appropriate host cell or microorgamsm. 

41 . (withdrawn) A vector according to Claim 40, characterized in that the vector is 
a plasmid. 



42. (withdrawn) A vector according to Claim 40, charactenzed in that the host cell 
Is a eukaryotjc cell. 



43. (withdrawn) A vector according to Claim 42. characterized In that the 
eukaryotic cell is E. Coli. 

44. (withdrawn) A host ceil or microorganism transformed with the vector 
as defined (n Claim 40. 

45. (previously presented) A method for generating the peptide or protein, as 
defined in Claim 34, comprising inserting a nucleic add molecule that encodes the peptide 
or protein into a vector constmct that ft Is capable of being expressed in an appropriate 
host cell or microorganism, transforming a host cell or microorganism with the vector 
construct, culturing the transformed host cell or microorganism» and Isolating and purifying 
the resulting peptide or protein product. 

46. (previously presented) A method for producing a purified antibody 
against the pE2 peptide, as defined in Claim 34. comprising Injecting into a non-human 
mammalian host, an immunologically effective amount of the pE2 peptide, and isolating 
and purilying the antibody produced. 

47. (previously presented) A purified antibody, or fragment thereof, 
which has been raised against the pE2 peptide, as defined in Claim 34. 

48. (previously presented) A vaccine composition for immunizing an 
individual against infection from hepatitis E virus (HEV) comprising the pE2 peptide, as 
defined in Claim 34, and a pharmacologically acoeplable canier. 
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49. (previously presented) A method for immunizing an individual against 
infection from hepatitis E virus, which comprises steps of administration of a vaccine 
composition as defined in Claim 46 into subject in need. 

50. (withdrawn) A metiiod for determining the presence or absence of IHEV 
antibodies in a biological test sample^ comprising: 

providing a purified and isolated peptide. pE2 according to claim 34; 

contacting the biological test sample suspected of containing HEV 
antibodies with said pE2 peptide; 

incubating the resultant mixture under conditions sufficient to allow 
the fomiatlon of an immunological (antibody-antigen) complex; and 

.examining the mixture for the presence of such an immunological 
complex, whereby the formation of the complex indicates the presence of HEV antibodies in 
the test sample. 

61 . (withdrawn) A method according to Claim 50. characterized in that the 
biological test sample is human blood, serum or plasma. 

52. (withdrawn) A method according to Claim 50, characterized in that the 
presence of the immunologjcal qomplex is determined following incubation with an indicator 
reagent under conditions pemiitting a reaction to occur, 

53. (withdrawn) A method according to Qafm 52, characterized in that the 
irtdicator reagent is a mammalian anti-human immunoglobulin attached to an enzyme which 
reacts with a substrate to fonn a colored product. 

54. (cunently amended) A diagnostic test Icit for the detectron of 
antibodies to hepatitis E virus (IHEV), comprising: 

a purified and isolated peptide. pE2, according to claim [[1]]34; end . 
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an indicator reagent capaMe of detecting an immunological 
(pnfigenantibody) complex wjiich contains said pE2 peptide. 

55. (previously presented) A diagnostic test kit according to 
Claim 54, which further comprises: - control standards; and 
a specimen diluent and/or washing buffer. 

56* (previousiy presented) A diagnostic test kit according to Claim 54, 
characterized in that said peptide. pE2, is immobilized to a solid support. 

57. (previously presented) A diagnostic test kit according to Claim 56, 
chiiracte'rized in that the solid support Is the well of a titration micnoplate. 

58. (wHtidrawn) A method for detecting hepatitis E virus (HEV) 
virus particle, in a biological test sample, comprising; 

providing the purified antj-pE2 antibody, as defined in Claim 14;- 

opntactrng and incubating the anti^E2 antibody with the biological 
test sample under conditions which allow the formation of a complex 
containing the antl-E2 antibody and HEV virus parUcle; and 

examining the mixture for the presence of such a complex, whereby 
the fbmr^tion of the complex indicates the presence of HEV vims particle, in the test 
sample, 

59. (withdrawn) A method according to Claim 58, characterized in that the 
presence of the HEV virus particle captured by the anti-pE2 antibody is determined by 
extracting viral RNA and applying reverse transcriptase polymerase chain reaction (RT- 
PGR) thereon. 
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60. (Withdrawn) A diagnostic reagent for detecting hepatitis € virus (HEV) 
analyte In a biological test sample comprising the purified anti-pE2 antilsody, as defined in 
Claim 47. 

61 . (withdrawn) The use of a purified anti-pE2 antibody, as defined in 
Claim 47, as a diagnostic reagent for the detection of hepatitis E virus (HEV) analyte 
in a biological test sample* 

62. (withdrawn) A diagnostic test Icit for detecting hepatitis E virus (HEV) 
analyte in a biological lest sample, comprising the diagnostic reagent as defined In Claim 
eo, 

63. (withdrawn) A diagnostic test kit according to Claim 64, characterized In that 
the purified anti-pE2 antibody is immobilized to a solid support. 

64. (previously presented) An antigenic detemilnant, characterized In lhat the 
antigenic detenminant is capable of being immunologically recognized by IHEV antibodies 
present in serum of a patient afnicted with hepatitis E virus (HEV) and by anti-pE2 
antibodies, as defined In Claim 47. 

65. (previously presented) A diagnostic reagent for detenmining the 
presence or absence of hepatitis E virus (HEV) antibodies in a biological test sample, 
characterized in that the diagnostic reagent comprises a protein, polypeptide or a peptide 
having In common with the pE2 peptide, as defined in Claim 34, one or more antigenic 
detemiinants capable of being recognized by antibodies raised against the pE2 peptide. 

66. (previously presented) A diagnostic test kit for the detection of antibodies 
to hepatitis E virus (HEV). comprising: 

a purified and Isolated peptide, pE2, comprising an amino add sequence 
identified by SEQ ID NO: 2, or a homologous sequence, fragment or analog thereof 
which preserve immunochemical reactivity to HEV as the pE2 homodimen 
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an indicator reagent capable of detecting an immunological (antigep- 
antlbody) complex which contains the pE2 peptide, and at least one of the following: 

a) a solid support Immobilizing the pE2 peptide; and 

b) a well of a titration miroplate containing the pE2 peptide. 
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